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DETAILED ACTION 
Drawings 

1 . The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they include the following reference character(s) not mentioned in the 
description: figure 5, reference numbers 220 and 250. Corrected drawing sheets in 
compliance with 37 CFR 1 .121(d), or amendment to the specification to add the 
reference character(s) in the description in compliance with 37 CFR 1 .121(b) are 
required in reply to the Office action to avoid abandonment of the application. Any 
amended replacement drawing sheet should include all of the figures appearing on the 
immediate prior version of the sheet, even if only one figure is being amended. Each 
drawing sheet submitted after the filing date of an application must be labeled in the top 
margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1.121 (d). If 
the changes are not accepted by the examiner, the applicant will be notified and 
informed of any required corrective action in the next Office action. The objection to the 
drawings will not be held in abeyance. 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification sliall contain a written description of tine invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

2. Claim 9 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
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pertains, or witli whicli it is most nearly connected, to make and/or use the invention. 
Applicant's claim states that where axial length of tip gasket is A, axial length of 
intermediate gasket is B, axial length of plunger gasket is C, and length from inner wall 
tip of a nozzle member to an inner wall base end of bypass is D, A+B+C>D. However, 
the specification relevant to this claim refers to Figure 5, in which it is clear that 
A+B+C<D. Moreover, if A+B+C>D, it is unclear how the three gaskets would be able to 
fit inside the barrel. For these reasons, patent examiner will assume that claim 10 
intended for A+B+C<D. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 1-4, 6 and 9-10 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Ohtani et al (US Patent No. 5,891 ,087). 

5. In re claim 1 , Ohtani discloses a pre-filled syringe comprising: a barrel (element 
A of figure 1 1 shown below) having a tip with a nozzle (element 37 of figure 1 1 ), an 
open base end (element B of figure 11 shown below), an intermediate gasket (element 

33 of figure 11) liquid-tightly partitioning the inside barrel into a front chamber (element 

34 of figure 1 1) and rear chamber (element C of figure 1 1 shown below), a sealing 
plunger gasket located at the base end of the intermediate gasket (element 33 of figure 
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1 1 ), a plunger rod connected to the base, and a bypass protruding outwardly in the 
radial direction on the tip side of the barrel relative to the intermediate gasket. 



A 




6. In re claim 2, Ohtani discloses a syringe where the axial length of the bypass (a1 
of figure 1 1 above) is greater than the axial effective length of the seal (b1 of figure 1 1 
shown above). Refer that a1 > b1 in figure 1 1 shown above. 

7. In re claim 3, Ohtani discloses a pre-filled syringe wherein the bypass 
communication passage includes a groove in the circumferential direction (groove 3a in 
figure 7A). 

8. In re claim 4, Ohtani discloses a pre-filled syringe wherein the bypass groove in 
the circumferential direction is formed in the outer wall of the intermediate gasket 33 
(fig. 11). 



Application/Control Number: 10/593,483 Page 5 

Art Unit: 4118 

9. In re clainn 6, Ohtani discloses a connection passage where there is a conduit 
formed inside the intermediate gasket (elements 102 of figures 7B and 7C). 

10. In re claim 9, as best understood, Ohtani discloses a pre-filled syringe wherein if 
axial length of tip gasket is A (element A of figure 7a below), axial length of intermediate 
gasket is B (element B of figure 7a below), and axial length of plunger gasket is C 
(element C of figure 7a below), and length from inner wall tip of nozzle to inner wall 
base end is D (element D of figure 7a below), A + B + C < D. 




D 



11. In re claim 10, Ohtani discloses a pre-filled syringe including an intermediate 
gasket (element B of figure 7a above), a plunger gasket (element C of figure 7a above), 
and a tip gasket (element A of figure 7a above) with a front chamber (element 4 of 
figure of figure 7a) formed between the tip gasket and intermediate gasket. 

12. Claims 1 and 10-1 1 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Higashikawa et al (US Patent No. 5,851 ,200 A). 

13. In re claim 1, Higashikawa discloses a pre-filled syringe comprising: a barrel 
(element 88 of figure 24) having a tip with a nozzle (element A of figure 24 shown 
below), an open base end (element B of figure 24 shown below), an intermediate gasket 
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(element 91 of figure 24) liquid-tightly partitioning the inside barrel into a front chamber 
(element 1 13 of figure 24 )and rear chamber (element 114 of figure 24), a sealing 
plunger gasket located at the base end of the intermediate gasket (element 100 of 
figure 24), a plunger rod connected to the base (element C of figure 24 shown below) 
and a bypass (element 116 of figure 24). 

14. In re claim 10, Higashikawa discloses a prefilled syhnge where in there is a tip 
gasket (element 90 of figure 24), an intermediate gasket (element 91 of figure 24), an 
open base end (element B), a base end gasket (element 100 of figure 24), a plunger 
(element C of figure 24 shown below), a bypass near the intermediate gasket (element 
1 1 6 of figure 24), a front chamber (element A of figure 24), intermediate chamber 
(element 116 of figure 24), and end chamber (element 114 of figure 24). 

1 5. In re claim 1 1 , Higashikawa discloses a prefilled syringe where in there is an 
intermediate gasket (element 91 of figure 24), a base end gasket (element 100 of figure 
24), a plunger (element C of figure 24 shown below), a bypass near the intermediate 
gasket (element 116 of figure 24), a front chamber (element 87 of figure 24), 
intermediate chamber (element 116 of figure 24), an end chamber (element 1 14 of 
figure 24), a tip gasket (element 90 of figure 24), and a tip gasket accommodation 
(element 87 of figure 24), with the tip including a passage through which medicine can 
pass when the tip gasket is in the tip gasket accommodation part (element 87 of figure 
24). 

F I G. 24 



87 
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Claim Rejections - 35 USC § 103 

1 6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

17. Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ohtani et 
al (US Patent No. 5,891,087) as applied to claim 3 above, and further in view of Hughes 
(US Patent No. 6554792 B2). 

1 8. In re claim 5, Ohtani discloses all of the claimed invention except for a 
connection passage on the intermediate gasket which is a spiral shaped groove. 
Hughes discloses a prefilled syringe including a connection passage which is a spiral 
groove (element 48 of figures 5 and 6) in the outer wall of the intermediate gasket 
(element 46 of figure 5). Since the spiral shape is conducive to controlling the flow of a 
liquid, and the spiral moves around the gasket in a circumferential direction, it would be 
obvious to modify Ohtani's device to include the grooved spiral connection passage 
with the bypass in the circumferential direction as taught by Hughes for the purpose of 
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providing greater control over tlie mixing of tine substance in tine rear compartment with 
the substance in the front compartment. 

19. Claims 7-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ohtani et al (US Patent No. 5,891,087) as applied to claim 2 above, and further in view 
of Michaels (US Patent No. 5,685,846). 

20. In re claim 7, Ohtani discloses all of the claimed invention except for a bypass 
communication passage comprising at least one first groove extending from an 
intermediate gasket tip side in a base end direction and at least one second groove 
extending from an intermediate gasket tip side in a tip direction with the tips of the 
second groove relative to the base end of the first groove. Michaels discloses a bypass 
communication passage comprising at least one first groove extending from an 
intermediate gasket tip side in a base end direction (element B of figure 3 below) and at 
least one second groove extending from an intermediate gasket base end side in a tip 
direction (element A of figure 3 below), with the tips of the second groove relative to the 
base end of the first groove. It would be obvious to modify Ohtani's bypass with the 
grooves, as taught by, Michaels for the purpose of allowing only a desired amount of 
material flowing from the rear compartment to the front compartment, offering greater 
control over the mixing of the two substances through the bypass. 
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21. In re claim 8, Ohtani and Michaels disclose the claimed invention except for 
establishing the relationship between the length of the bypass in a circumferential 
direction, a2 and the length of the distance between the first and second grooves b2 
where a2 > b2. It would have been an obvious matter of design choice to make the 
length of the bypass In the circumferential direction greater than the length of the 
distance between the first and second grooves, since such a modification would have 
involved a mere change in the size of a component. A change in size is generally 
recognized as being within the level of ordinary skill in the art. In re Rose, 105 USPQ 
237 (CCPA 1955). 

Double Patenting 

22. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
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USPQ2CI 2010 (Fed. Cir. 1993); In re Longi, 759 F.2cl 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 



23. Claims 1,10 and 1 1 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-2 of copending 
Application No. 11/652001. Although the conflicting claims are not identical, they are 
not patentably distinct from each other because both sets of claims contain essentially 
the same subject matter of having a barrel, a tip with a nozzle, an open base end, an 
intermediate gasket, a sealing plunger gasket located at the base end of the 
intermediate gasket, a plunger rod connected to the base, a bypass protruding 
outwardly in the radial direction on the tip side of the barrel relative to the intermediate 
gasket, a tip gasket with a connection pathway between the intermediate and frontal 
chamber, and frontal, intermediate, and rear chambers. 

24. This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 



Conclusion 

25. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Walecka (US Patent No. 3,477,431 A). 
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Any inquiry concerning tliis communication or earlier communications from the 
examiner should be directed to JOSEPH JOHNNIE whose telephone number is 
(571)270-7838. The examiner can normally be reached on Monday-Friday, 7:30am- 
5pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Quang Thanh can be reached on 571-272-4982. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/JOSEPH JOHNNIE/ 
Examiner, Art Unit 41 1 8 



/Quang D. Thanh/ 
Supervisory Patent Examiner, 
Art Unit 41 18 
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